Standard Cost ($000)
Estimates Made Pursuant to Section 736{d){2) of the Food Drug and Cosmetic Act

Submission Type FY93 FY94 FY95 FY96 FY97 FY 98 FY99
CDER Applications

IND $70 $79 $98 $97 $84 $94 $105
NDA with Clinical Data - NME $887  $1,004 $1,243 $1,233  $1,065 $1,194  $1,328
NDA with Clinical Data - Non-NME $298 8337 $417 $414 $358 $401 $446
NDA without Clinical Data $127 $144 $178 $177 $152 $171 $190
Supplement with Clinical Data $151 $171 $212 $210 $181 $203 $226
Supplement without Clinical Data $6 57 $8 $8 $7 $8 $9
CBER Applications

IND $184 $230 $234 $266 $204 $173 $243
BLA $1,118 $1,568
PLA $1,078  $1,345 $1,369  $1,560  $1,194 $1,016  $1.426
ELA $177 §221 $225 $256 $196 $167 $234
Supplement with Clinical Data $561 $700 $713 $812 $622 $529 $742

Supplement without Clinical Data $34 $42 543 $49 $38 $32 $45



